>ADD>

>ADD>
>ADD>
>ADD>

APPL/PROD

NUVMBER

020482
020338
020380

020059
020760

020760

020503
019621
020560
020560
020560
020886

020221
020364
020364
020364

020508

021007

021007

021039

020702

020702

020702

020500

020746
020746
020711
020711
020954

020793
020313
020896
020896
020712

020712
020998

020998

004
001
001

001
001

002

001
001
001
002
003
001

001
002
003
004

001

001

002

001

001

002

003

001

001
002
002
003
001

001
002
001
002
001

002
001

002

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *958-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NAME

ACARBOSE; PRECOSE
ADAPALENE; DI FFERI N
ADAPALENE; DIFFERIN

ADENOSINE ; ADENOSCAN
ALATROFLOXACI N MESYLATE; TROVAN PRESERVATI VE FREE

ALATROFLOXACI N MESYLATE; TROVAN PRESERVATI VE FREE

ALBUTEROL  SULFATE; PROVENTI L- HFA
ALBUTEROL SULFATE; VENTOLI N
ALENDRONATE SODIUM;FOSAMAX
ALENDRONATE SODIUM; FOSAMAX
ALENDRONATE SODIUM;FOSAMAX
ALITRETINOIN; PANRETIN

AM FOSTI NE; ETHYOL

AMLODI PI NE BESYLATE; LOTREL
AMLODI PI NE BESYLATE; LOTREL
AMLODI PI NE BESYLATE; LOTREL
AMVONI UM LACTATE; LAC-HYDRIN
AMPRENAVIR ; AGENERASE
AMPRENAVIR ; AGENERASE
AMPRENAVIR ; AGENERASE
ATORVASTATIN CALCI UM LI PI TOR
ATORVASTATI N CALCIUM;LIPITOR
ATORVASTATI N CALCIUM;LIPITOR
ATOVAQUONE ; MEPRON

BUDESONI DE; RHI NOCORT
BUDESONI DE; RHI NOCORT

BUPROPI ON  HYDROCHL ORI DE; ZYBAN
BUPROPI ON  HYDROCHL ORI DE; ZYBAN
BUSULFAN ; BUSULFEX

CAFFEI NE CITRATE;CAFCIT
CALCI TONI N, SALMON;MIACALCIN
CAPECI TABI NE; XELCDA
CAPECITABINE; XELODA
CARBAMAZEPINE; CARBATROL

CARBAMAZEPINE; CARBATROL
CELECOXI B: CELEBREX

CELECOXI B; CELEBREX

9s5s-0/17]

Pediatric Exclusivity

PATENT
NUMBER-

4717720
RE34440
4717720
RE34440
5070877
5164402
5763454
5164402
5763454

4594359

4572909
4572909
4572909

5585397
5969156
5969156
5969156

5763493

5763493

5430057
5559148

5759565
5472949
4966891
5472949
4966891
5912013
5912013
5760068
5466823
5563165
5760068
5466823
5563165

1999

PATENT/PED EXCL USE

EXPI RES

MAY 31, 2010
MAR 31, 2010
MAY 31, 2010
MAY 31, 2010
MAY 18, 2009

NOvV 17, 2009
JUN 15, 2015

NOV 17, 2009
JUN 15, 2015
JUN 10, 2003
JUL 31, 2006
JUL 31, 2006
JUL 31, 2006
DEC 17, 2013
JUL 08, 2016
JUL 08, 2016
JUL 08, 2016
AUG 12, 2013
AUG 12, 2013
SEP 30, 2013
MAY 24, 2015
JUN 02, 2015
DEC 14, 2013
NOV 08, 2008
DEC 14, 2013
NOvV 08, 2008
JUN 15, 2016
JUN 15, 2016
JUN 02, 2015
NOV 30, 2013
NOV 30, 2013
JUN 02, 2015
NOV 30, 2013
NOV 30. 2013

CODE  CODE

76

EXCLUS EXCLUS

EXPI RES

SEP 29,
SEP 29,

JUN 02,

JUN 16,
JUN 16,
JUN 16,
FEB 02,
FEB 02,
JUN 24,

FEB 29,

APR 15,

APR 15,
APR 15,

JAN 05,
JAN 05,
OCT 01,
OCT 01,

FEB 04,
FEB 04,
SEP 21,

2001
2001

2002

2002
2002
2002
2006
2004
2006

2000

2004

2004
2004

2006
2002
2002
2002

2006
2002
2002

a-va o9



APPL/PROD

NUMBER

020740

020638
020863
020863
019537

, 020767
>ADD> 020463
021041

020287
020287
020287

017922
017922
018938
018938
019955
019955
017922
074752
074752
074752
020449

020931
020931
020931
020869
020862
050718
020972
020972
020972

>ADD> 020796

005

001
001
002
004

001
001
001

001
003
004

001
002
001
002
001
002
003
001
003
004
001

001
002
003
001
001
001
001
002
003

001

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *955-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NAMVE

CERI VASTATI N SODI UM BAYCOL

Cl DOFOVI R; VI STI DE

CILOSTAZOL; PLETAL

Cl LOSTAZOL; PLETAL

Cl PROFLOXACI N HYDROCHLOR! DE; Cl PRO
Cl SAPRI DE MONOHYDRATE; PROPULSI D QUI CKSCLV
CROMOLYN SODIUM; NASALCROM
CYTARABINE ; DEPOCYT

DALTEPARI N SODI UM FRAGM N
DALTEPARI N SODIUM; FRAGMIN
DALTEPARI N SODIUM;FRAGMIN

DESMOPRESSI N ACETATE; DDAVP

DESMOPRESSI N
DESMOPRESSI N
DESMOPRESSI N
DESMOPRESSI N
DESMOPRESSI N

ACETATE ; DDAVP
ACETATE; DDAVP
ACETATE ; DDAVP
ACETATE ; DDAVP
ACETATE; DDAVP

DESMOPRESSIN ACETATE;DDAVP (NEEDS NO REFRIGERATION)

DI LTI AZEM HYDROCHLORI DE; CARTI A XT
DI LTI AZEM HYDROCHLORI DE; CARTI A XT
DI LTI AZEM HYDROCHLORI DE; CARTI A XT
DOCETAXEL; TAXOTERE

DOFETI LI DE; TI KOSYN

DOFETILIDE; TIKOSYN
DOFETI LI DE; TI KOSYN

DORZOLAM DE  HYDROCHLORI DE; COSOPT
DOXERCALCIFEROL; HECTOROL
DOXORUBI CI N HYDROCHL ORI DE; DOXI L
EFAVI RENZ; SUSTI VA
EFAVI RENZ; SUSTI VA

EFAVIRENZ; SUSTIVA

ENTACAPONE ; COMTAN

Pediatric Exclusivity

PATENT
NUMBER

5006530
5177080
5142051
4277479
4277479
4670444
5286754
5648093

5763407
5763407
5763407
5763407
5763407
5763407
5763407

4814470
5438072
5698582
5714512

4797413
4619939

5602116
5707980

5811423
5519021
5663169

5811423
5519021
5663169

5519021
5663169
5811423

1999

PATENT/PED EXCLUSE

EXPIRES

JAN 17, 2009
NOV 26, 2011

JUN 26, 2010
AUG 29, 2000
AUG 29, 2000
DEC 09, 2003
FEB 15, 2011

JUuL 15, 2014

2013
2013

JUN 29,

JUN 29,
JUN 29,
JUN 29,
JUN 29,
JUN 29,

2013
2013
2013
2013

JUN 29, 2013

MAY 14,
NOV 22

JUL 03,
JuL 03,

2010
2013
2012
2012

APR 28, 2008
OCT 28, 2003
APR 03, 2115
FEB 11, 2117

AUG 07, 2012
MAY 21, 2013
SEP 02, 2014
AUG 07, 2012
MAY 21, 2013
SEP 02, 2014
MAY 21, 2013
SEP 02, 2014
AUG 07, 2012

CODE

U- 36

77

EXCLUS EXCLUS
CODE EXPI RES

NS

NCE
NCE

PED

NP

| -263
| -259
|-263
| -259
|-263
I -259

PC
PC
PC

NCE
NCE
NCE

U- 278 NCE

U- 278
U- 256

U- 257
U- 256

U- 257

U- 257
U- 256

ODE

NCE

MAY 24, 2002
JAN 15, 2004
JAN 15, 2004
JuL 03, 2000
APR 01, 2006
APR 01, 2002
MAY 25, 2002
MAR 30, 2002
MAY 25, 2002
MAR 30, 2002
MAY 25, 2002
MAR 30, 2002
DEC 20, 1999
DEC 20, 1999
DEC 20, 1999
OCT 01, 2004
OCT 01, 2004
OCT 01, 2004
JUN 09, 2004
JUN 28, 2006
OCT 19. 2004



020753

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *955-0117

*PED and PED represent

APPL/PROD I NGREDI ENT NAME; TRADE NAME
NUMBER
050778 001 EPI RUBI CI N HYDROCHLORIDE; ELLENCE
020375 001 ESTRADIOL; CLIMARA
020375 002 ESTRADIOL; CLIMARA
020375 003 ESTRADIOL; CLIMARA
020375 004 ESTRADIOL; CLIMARA
020908 001 ESTRADI OL; VAG FEM
020992 002 ESTROGENS, CONJUGATED SYNTHETIC A; CENESTI N
020992 003 ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N
010971 005 ESTROGENS, CONJUGATED;PMB 200
010971 003 ESTROGENS, CONJUGATED;PMB 400
004782 001 ESTROGENS, CONJUGATED; PREMARIN
004782 002 ESTROGENS, CONJUGATED; PREMARIN
004782 003 ESTROGENS, CONJUGATED; PREMARIN
004782 004 ESTROGENS, CONJUGATED; PREMARIN
004782 005 ESTROGENS, CONJUGATED; PREMARIN
010402 001 ESTROGENS, CONJUGATED;PREMARIN
020216 001 ESTROGENS, CONJUGATED; PREMARIN
020303 002 ESTROGENS, CONJUGATED;PREMPHASE (PREMARIN;CYCRIN 14/14)
020527 002 ESTROGENS, CONJUGATED; PREMPHASE 14/14
020303 001 ESTROGENS, CONJUGATED;PREMPRO (PREMARIN;CYCRIN 14/14)
020527 001 ESTROGENS, CONJUGATED;PREMPRO 14/14
020527 003 ESTROGENS, CONJUGATED;PREMPRO 14/14
021065 001 ETH NYL ESTRADI OL; FEMHRT
021065 002 ETHI NYL ESTRADIOL;FEMHRT
021065 003 ETH NYL ESTRADI OL; FEMHRT
020584 003 ETODOLAC; LODINE XL
001 EXEMESTANE ; AROMASIN
020363 001 FAMCICLOVIR; FAMVIR
020363 003 FAMCICLOVIR; FAMVIR
020325 001 FAMOTI DI NE; PEPCI D AC
020801 001 FAMOTIDINE; PEPCID AC
019304 002 FENCFI BRATE; TRI COR (M CRONI ZED)
019304 003 FENCFI BRATE; TRI COR (M CRONI ZED)
019304 004 FENOFIBRATE; TRICOR (M CRONI ZED)
020747 001 FENTANYL CITRATE;ACTIQ
020747 002 FENTANYL CITRATE;ACTIQ
020747 003 FENTANYL CITRATE;ACTIQ
020747 004 FENTANYL CITRATE;ACTIQ
020747 005 FENTANYL CITRATE;ACTIQ
020747 006 FENTANYL CITRATE;ACTIQ

020955 001 FERRI C SODI UM GLUCONATE; FERRLECI T

pediatric Exclusivity

PATENT
NUMBER

5223261

5210081
5210081
5210081
5210081
5210081
5210081
5210081
5210081
5210081
5210081
5210081
5210081
RE36247
5210081
RE36247
5210081
4826831
5547948
RE36247
5208225
5208225
5208225
4366768
4808616
4904650
5246937
5246937
5854267
5667794
5854267
5075114
4835726
4895726
4895726

1999

PATENT/PED EXCLUSE

EXPI RES

JUN 29. 2010

FEB
FEB
FEB
FEB
FEB
FEB
FEB
FEB 26,
FEB 26,
FEB 26, 2012
FEB 26, 2012
FEB 26, 2012
MAY 02, 2006
FEB 26, 2012
MAY 02, 2006
FEB 26, 2012
MAY 02, 2006
JAN 17, 2015
MAY 02, 2006
MAY 04, 2010
MAY 04, 2010
MAY 04, 2010
OCT 30, 2007
JUL 07, 2006
JUL 07, 2006
SEP 21, 2010
SEP 21, 2010
DEC 29, 2015
MAY 02, 2015
DEC 23, 2015
DEC 24, 2008
JAN 19, 2009
JAN 19, 2009
JAN 19, 2009

26
26
26
26
26
26
26,

2012
2012
2012
2012
2012
2012
2012
2012
2012

78

EXCLUS EXCLUS

CODE  CODE EXPI RES
ODE SEP 15
I-254 NAR 05,
I-254 NMAR 05,
-254 MAR 05,
|-254 NMAR 05..
NP MAR 26,
NP MAR 24
NP MAR 24
U- 284
U-283 NP OCT 15,
U-283 NP OCT 15,
U-283 NP OCT 15,
NCE OCT 21
ODE OCT 21
U- 36
U- 36
U- 267
U- 267
NP NOV 04,
NP NOV 04
NP NOV 04,
NP NOV 04,
NP NOV 04,
NP NOV 04,
NCE FEB 18,

2006
2002
2002
2002
2002
2002
2002
2002

2002
2002
2002

2004
2006

2001
2001
2001
2001
2001
2001
2004



>ADD>
>ADD>
>ADD>
>ADD>
>ADD>
>ADD>

APPL/PROD

NUVMBER

020625
020788
020180

019452
018936

018936

020101
020974

020974

019958
020121
020582
020582
020882

020882
021057

020509
020509
020496
020496
020496
020305
020305
020758
020491
020723
021028
020083
020657
020966

021066

001
001
001

001
003

004

001
001

002

001
001
001
002
001

002
001

001
002
001
002
003
001
002
003
001
001
001
001
001
001

001

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *95S8-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NAME

FEXOFENADI NE  HYDROCHLORI DE; ALLEGRA
FINASTERIDE; PROPECIA

FINASTERIDE; PROSCAR

FLUCCI NOLONE ACETONI DE; DERVA- SMOOTHE/ FS
FLUOXETI NE HYDROCHLORI DE; PROZAC

FLUOXETI NE HYDROCHLORI DE; PROZAC

FLUOXETI NE HYDROCHLORIDE; PROZAC
FLUOXETI NE HYDROCHLORI DE; PROZAC

FLUOXETI NE HYDROCHLORI DE; PROZAC

FLUTI CASONE PROPIONATE; CUTIVATE
FLUTI CASONE PROPIONATE; FLONASE
FOLLI TROPI N ALFA/ BETA; FOLLI STIM
FOLLI TROPI N ALFA/BETA; FOLLISTIM
GABAPENTIN; NEURONTIN

GABAPENTIN; NEURONTIN
GANI RELI X ACETATE; ANTAGON

GEMCI TABI NE  HYDROCHLORI DE; GEMZAR
GEMCI TABI NE  HYDROCHLORI DE; GEMZAR
GLIMEPIRIDE; AMARYL

GLIMEPIRIDE; AMARYL
GLIMEPIRIDE ; AMARYL

GRANI SETRON  HYDROCHLORI DE; KYTRI L
GRANI SETRON  HYDROCHLORI DE; KYTRI L
HYDROCHLOROTHI AZI DE; AVALI DE

I BUTI LI DE FUMARATE ; CORVERT
IMIQUIMOD;ALDARA

I NSULI N HUMAN; VELOSULIN BR
ITRACONAZOLE ; SPORANOX
ITRACONAZOLE ; SPORANOX
ITRACONAZOLE; SPORANOX

KETOTI FEN FUMARATE; ZADITOR

Pediatric Exclusivity

PATENT
NUVMBER

5855912

5738872

5571817
5886184

4760071
5886184
4377584
5942519

4314081
4626549
4626543

4314081
4626549
4626549

4626549

4626543
4626549
4314081

4626549
4626549
4314081

5767251
5767251
4087544
5084479
4087544
5084479
4801577
5767082
4808614
4808614
4379785
4379785
4379785

5270317
4683338
4791111
4791111

4791111
4267179

1999

PATENT/PED EXCLUSE

EXPI RES
FEB 28, 2015
FEB 28, 2015
NOV 05, 2013
NOV 19, 2012
JUN 19, 2006
NOV 19, 2012
MAR 22, 2000
OCT 23, 2018
FEB 02, 2001
DEC 02, 2003
DEC 02, 2003
FEB 02, 2001
DEC 02, 2003
DEC 02, 2003
DEC 02, 2003
DEC 02, 2003
DEC 02, 2003
FEB 02, 2001
DEC 02, 2003
DEC 02, 2003
FEB 02, 2001
JUN 16, 2015
JUN 16, 2015
JAN 16, 2000
JAN 02, 2010
JAN 16, 2000
JAN 02, 2010
FEB 05, 2007
JUN 16, 2015
MAY 15, 2010
MAY 15, 2010
APR 06, 2005
APR 06, 2005
APR 06, 2005
MAR 20, 2011
AUG 25, 2009
DEC 23, 2005
DEC 23, 2005
DEC 23, 2005
JUN 23, 2000

CODE

u-253
U- 262

U- 261
U- 280

u- 154
U- 84

u- 154
U- 84
U- 84
u- 154
U- 84
u- 154

U- 84
u- 154

U- 106
U- 258
U- 106
U- 258

U-118
U- 118
U-118

U-172

79

EXCLUS EXCLUS
CODE EXPI RES

| -265 AUG 18

1-267 JUN 17
1 -258 DEC 11,

NCE JUuL 29

I-264 JUL 27

I-264 JUL 27
NCE SEP 30

D- 50 MAY 13

NP JuL 19

NCE JUL 02

2002

2002
2001

2004

2002

2002
2002

2002

2002

2004



APPL/PROD

NUMBER

020564
021003

021004

020764
020764
020764
020406
020406
020597

020517
020837
020837

>ADD> 020035

020997
020997
020997
021045
019941
020612
019777
019643
019643
019643
021047
021047
020357
020357
020357
020969

020968
020682
020682
020682
019436
020343
020343
020343
020717

020717

001
001

001

001
002
003
001
002
001

002
001
002
001
001
002
003
001
001
001
006
002
003
004
001
002
003
004
005
001

001
001
002
003
001
001
002
003
001

002

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *958-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NAME

LAMIVUDINE; EPIVIR
LAMIVUDINE ; EPIVIR-HBV

LAMIVUDINE; EPIVIR-HBV

LAMOTRIGINE; LAMICTAL CD
LAMOTRIGINE; LAMICTAL CD
LAMOTRIGINE ; LAMICTAL CD
LANSOPRAZOLE; PREVACID
LANSOPRAZOLE; PREVACID
LATANOPROST ; XALATAN

LEUPROLI DE ACETATE; LUPRON DEPOT- 4

LEVALBUTEROL HYDROCHLORIDE; XOPENEX
LEVALBUTEROL HYDROCHLORI DE; XOPENEX
LEVAM SOLE HYDROCHLORI DE; ERGAM SCL

LEVOBUPI VACAI NE  HYDROCHL ORI DE; CHI ROCAI NE
LEVOBUPI VACAI NE  HYDROCHL ORI DE; CHI ROCAI NE
LEVOBUPI VACAI NE  HYDROCHL ORI DE; CHI ROCAI NE

LEVONORGESTREL; PLAN B

LIDOCAINE; EMLA

LI DOCAI NE; LI DODERM

LI SI NOPRI L; ZESTRI L

LOVASTATIN; MEVACOR

LOVASTATIN; MEVACOR

LOVASTATIN; MEVACOR

LUTEI NI ZI NG HORMONE ; REPRONEX
LUTEI NI ZI NG HORMONE; REPRONEX
METFORM N HYDROCHLORI DE; GLUCOPHAGE
METFORM N HYDROCHLORIDE ; GLUCOPHAGE
METFORM N HYDROCHLORIDE ; GLUCOPHAGE
METHOXSALEN; UVADEX

M CONAZCOLE NITRATE;MONISTAT DUAL- PAK

MIGLITOL; GLYSET
MIGLITOL;GLYSET
MIGLITOL;GLYSET
M LRI NONE LACTATE; PRIMACOR
M LRI NONE LACTATE; PRIMACOR

M LRI NONE LACTATE; PRIMACOR
MODAFINIL; PROVIGIL

MODAFI NI L; PROVI G L

I N DEXTROSE 5%
M LRI NONE LACTATE; PRIMACOR | N DEXTROSE 5%
I N DEXTROSE 5%

Pedi atric Exclusivity

PATENT
NUMBER

5905082

5047407
5532246
5905082

5047407
5532246

5296504
5422368
4599353

4652441

4584305
5708011
5708011
5708011

4374823
4231938
4231938
4231938

4845075
5036102
4993375

5514698

4639436

4639436

4633436

4313951

4313951
4313951
4313951

4177290
5618845
4927855

4177290
5618845
4327855

1999

PATENT/PED EXCLUSE  EXCLUS

EXPI RES
MAY 18, 2016
FEB 08, 2009
JUL 02, 2013
MAY 18, 2016
FEB 08, 2009
JuL 02, 2013
MAR 22, 2011
MAR 22, 2011
JUL 28, 2006
NOV 01, 2004
JUN 18, 2004
OCT 13, 2014
OCT 13, 2014
OCT 13, 2014
DEC 30, 2001
JUN 15, 2001
JUN 15, 2001
JUN 15, 2001
APR 11, 2009
JUL 30, 2008
MAR 12, 2008
MAR 21, 2014
JAN 27, 2009
JAN 27, 2009
JAN 27, 2009
NOV 26, 2001
NOV 26, 2001
NOV 26, 2001
NOV 26, 2001
MAR 09, 1999
OCT 06, 2014
MAY 22, 2007
MAR 09, 1999
OCT 06, 2014
MAY 22, 2007

CODE  CODE

| -257

| -257

U-273

u-111
u-111
u-111

u- 255
U- 255

U- 255
U- 255

80

EXCLUS
EXPI RES

DEC 08, 2001

DEC 08, 2001

DEC 14, 2001
DEC 14, 2001
DEC 14, 2001
JUL 06, 2002
JUL 06, 2002

MAR 25, 2002
MAR 25, 2002

JUL 28, 2002
MAR 11, 2002
MAR 19, 2006

MAR 11, 2002
MAR 11, 2002
MAR 11, 2002
AUG 27, 2002
AUG 27, 2002
MAR 03, 2000
MAR 03, 2000
MAR 03, 2000
FEB 25, 2002

JUN 30, 2002



>ADD>

>ADD>
>ADD>
ADD>
ADD>

APPL/ PROD

NUMBER

020933
018612
020066
020385
020714

018705
021008

021008

021008

020103
020103
020766
021087

020897

020897

001
003
003
001
001

002
001

002

003

001
002
001
001

001

002

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *958-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NAME

NEVI RAPI NE; VI RAMUNE

NI COTINE  POLACRILEX;NICORETTE (MINT)
NI COTINE  POLACRILEX;NICORETTE (MINT)
NI COTI NE; NI COTROL

NI COTI NE; NI COTROL

NI TROGLYCERI N; Nl TROLI NGUAL  PUVPSPRAY
OCTRECTI| DE ACETATE; SANDOSTATIN LAR

OCTRECTI DE ACETATE; SANDOSTATI N LAR

OCTRECTI DE ACETATE; SANDOSTATI N LAR

ONDANSETRON HYDROCHLORIDE ; ZOFRAN
ONDANSETRON HYDROCHLORIDE; ZOFRAN
ORLISTAT; XENICAL

OSELTAM VI R PHOSPHATE; TAMIFLU

OXYBUTYNI N CHLORI DE; DI TROPAN XL

OXYBUTYNI N CHLORI DE; DI TROPAN XL

pediatric Exclusivity

PATENT
NUMBER

5366972

5656255
5400808
4917120
4800903
4793366
5167242
5501236
5186925
5688530
4395403
5538739
5639480
5922338
5922682
5688530
4395403
5538739
5639480
5922338
5922682
5688530
4395403
5538739
5639480
5922338
5922682

4598089
5763483
5866601
5952375
4783337
5674895
5082668
5840754
4612008
4519801
5912268
5840754
5674895
5082668
4783337
4612008
4519801
5912268

1999

PATENT/ PED EXCLUSE
CODE

EXPI RES

NOV 22,

AUG 12,
JUN 08,
APR 17
JAN 31,
DEC 27,
JUN 08,
JUN 08
FEB 16,
NOV 18,
NOV 21,
JUL 23,
JUN 17,
JUL 13,
JUL 13,
NOV 18,
NOV 21,
JUL 23,
JUN 17,
JUL 13,
JUL 13,
NOV 18,
NOV 21,
JUL 23,
JUN 17,
JUL 13,
JUL 13,

JUN 18,
DEC 27
FEB 02,
FEB 02,
SEP 16,
MAY 22,
SEP 16,
MAY 22,
SEP 16,
JUL 12,
MAY 22,
MAY 22,
MAY 22,
SEP 16,
SEP 16,
SEP 16,
JUuL 12,
MAY 22,

2011

2014
2010
2007
2006
2005
2010
2010
2010
2014
2002
2013
2014
2016
2016
2014
2002
2013
2014
2016
2016
2014
2002
2013
2014
2016
2016

2004

2016
2016
2016

2003
2015
2003
2015
2003
2002
2015

2015
2015
2003
2003
2003
2002
2015

NP*
NP

81

EXCLUS EXCLUS
CODE EXPI RES

DEC 23, 2001
DEC 23, 2001

U- 268 CDE NOV 25, 2005

U- 269

U-268 ODE NOV 25, 2005

U- 269

U-268 ODE NOV 25, 2005

W 269

| -269
I-269
NCE
NCE

NP

NP

AUG 27, 2002

AUG 27, 2002
APR 23, 2004
OCT 27, 2004

DEC 16, 2001

DEC 16, 2001



APPL/ PRCD

NUMBER

020897

020553

020553

020553

020553

020262

020031

020031

020031

020031

020031

020710

020885

020885

020885

020885

020936

003

001

002

003

004

001

001

002

003

004

005

001

001

002

003

004

001

I NGREDI ENT NAME; TRADE NAME

OXYBUTYNI N

OXYCCODONE
OXYCCODONE
OXYCCODONE
OXYCCODONE

PACLI TAXEL;

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER #*958-0117

*PED and PED represent

CHLORI DE; DI TROPAN XL

HYDROCHLORI DE; OXYCONTI N
HYDROCHL ORI DE; OXYCONTI N
HYDROCHLORI DE; OXYCONTI N
HYDROCHL ORI DE; OXYCONTI N
TAXCL
HYDROCHLORIDE; PAXIL
HYDROCHLORIDE; PAXIL
HYDROCHLORI DE; PAXI L
HYDROCHLORI DE; PAXI L
HYDROCHLORI DE; PAXI L
HYDROCHLORI DE; PAXI L
HYDROCHLORI DE; PAXI L
HYDROCHLORI DE; PAXI L
HYDROCHLORI DE; PAXI L

HYDROCHLORIDE; PAXIL

HYDROCHLORIDE; PAXIL CR

Pediatric Exclusivity

PATENT
NUVBER

5912268
4612008
4519801
5840754
5674895
5082668
4783337

5508042
5656295

5508042
5656295

5508042
5656295

5508042
5656295

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
5900423

5789449
5872132
4839177
5422123
4721723
5900423

1999

PATENT/ PED EXCLUSE

EXPI RES

MAY 22, 2015
SEP 16, 2003
JUL 12, 2002
MAY 22, 2015
MAY 22, 2015
SEP 16, 2003
SEP 16, 2003

APR 16, 2013
FEB 05, 2008

APR 16, 2013
FEB 05, 2008

APR 16, 2013
FEB 05, 2008

APR 16, 2013
FEB 05, 2008

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
MAY 19, 2015

JAN 06, 2009
MAY 19, 2015
JUN 13, 2006
JUN 06, 2012
DEC 29, 2006
MAY 19, 2015

NP

|-270

U- 285

U- 285

U- 285

U- 285

U- 285

U- 285

U- 285

U- 285

U- 285

U- 285

U- 286

I-261

I-261

I-261

I-261

I-261

NDF

82

EXCLUS EXCLUS
CODE  CODE EXPI RES

DEC 16,

OCT 25
MAY 17,

MAY 17,

MAY 17,

MAY 17,

MAY 17,

FEB 16

2001

2002
2002

2002

2002

2002

2002

2002



APPL/ PROD

NUVBER

>ADD> 020936

>ADD>
>ADD>
>ADD>
ADD>
>ADD>
>ADD>
>ADD>

021079
021073
021073
021073

020698
020744
020667
020667
020667
020667
020667
020667
019627

075102
020639
020973
020815

075094
020984
020984

002

001
001
002
003

001
001
001
002
003
004
005
006
002

001
004
002
001

001
001
002

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *958-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NANMVE

PAROXETI NE HYDROCHLORI DE; PAXIL CR

PEM ROLAST POTASSIUM;ALAMAST

Pl OGLI TAZONE HYDROCHLORI DE; ACTOS
Pl OGLI TAZONE HYDROCHLORI DE; ACTCS
Pl OGLI TAZONE HYDROCHLORI DE; ACTCS

POLYETHYLENE GLYCOL 3350;MIRALAX
PORACTANT  ALPHA; CURASURF

PRAM PEXOLE DI HYDROCHLORI DE; M RAPEX
PRAM PEXOLE DI HYDROCHLORI DE; M RAPEX
PRAM PEXOLE DI HYDROCHLORI DE; M RAPEX
PRAM PEXOLE DI HYDROCHLORI DE; M RAPEX
PRAM PEXOLE DI HYDROCHLORI DE; M RAPEX
PRAM PEXOLE DI HYDROCHLORI DE; M RAPEX
PROPCOFCL; DI PRI VAN

PROPOFOL ; PROPOFOL

QUETI APl NE FUMARATE; SEROQUEL
RABEPRAZOLE SODIUM;ACIPHEX
RALOXI FENE HYDROCHLORI DE; EVI STA

RANI TI DI NE HYDROCHLORI DE; RANI TI DI NE HCL
RAPACURONI UM BROMIDE ; RAPLON
RAPACURONI UM BROM DE: RAPLON

Pediatric Exclusivity

PATENT
NUMBER

5789449
5872132
4839177
5422123
4721723
5900423

5034230
5034230*PED

4444779
4687777

4444779
4687777

4444779
4687777

5710183

4886812
4886812
4886812
4886812
4866812
4886812
5714520
5714520*PED
5731355
5731355*PED
5731356
5731356*PED
5908869
590886 9*PED

4879288

5466810
5514826
5569772
5629425
5659087
5710285
5731327
5731342
5747510
5808061
5811120
5843984
5972383

5418226
5418226

1999

83

PATENT/ PED EXCLUSE  EXCLUS EXCLUS

EXPI RES
JAN 06, 2009
MAY 19, 2015
JUN 13, 2006
JUN 06, 2012
DEC 29, 2006
MAY 19, 2015
DEC 23, 2008
JUN 23, 2009
JUL 27, 1999
JAN 17, 2006
JUL 27, 1999
JAN 17, 2006
JUL 27, 1999
JAN 17, 2006
JUL 14, 2015
MAR 25, 2011
MAR 25, 2011
MAR 25, 2011
MAR 25, 2011
MAR 25, 2011
MAR 25, 2011
MAR 22, 2015
SEP 22, 2015
MAR 22, 2015
SEP 22, 2015
MAR 22, 2015
SEP 22, 2015
MAR 22, 2015
SEP 22, 2015
MAR 20, 2007
JUN 10, 2014
JUN 07, 2015
JUN 07, 2015
SEP 19, 2014
JUN 07, 2015
MAR 31, 2015
MAR 24, 2015
JAN 27, 2017
MAR 02, 2014
MAR 31, 2014
MAR 02, 2014
APR 14, 2017
MAR 02, 2014
APR 14, 2013
APR 14, 2013

CODE  CODE EXPI RES

U-286 NDF FEB 16, 2002

U- 184 PED MAR 24, 2005
U- 184 NCE SEP 24, 2004
NCE JUL 15, 2004

NCE JUL 15, 2004
NCE JUL 15, 2004

U-265 NP FEB 18, 2002
NCE NOV 18, 2004

U-217
U- 217
U-218
U-218
U- 270
U- 270
PC OCT 17, 1999
NCE SEP 26, 2002
NCE AUG 19, 2004
I-271 SEP 30, 2002

U- 287
PC JAN 14, 2000
NCE AUG 18, 2004
NCE AUG 18, 2004



>ADD>
>ADD>
>ADD>
>ADD>
>ADD>

>ADD>
>ADD>
>ADD>
ADD>
>ADD>
>ADD>

APPL/PROD

NUMBER

020903
020272

020272

020680
020865
020865
021042

021042
021052
021052

021071
021071
021071
019839
019839
019839
019839
019839
019766
019766
019766
019766
019766
021083
019640

019640
019640

020412
020412
020412
020412
020412
020413
021012
021029

021029
021029

001
007

008

001
001
002
001

002
001
002

002
003
004
001
002
003
004
005
001
002
003
004
005
001
005

006
007

001
002
003
004
005
001
001
001

002
003

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1,

DOCKET NUMBER *958-0117

*PED and PED represent

I NGREDI ENT NAME; TRADE NAME

RI BAVI RI N; REBETOL
RISPERIDONE; RISPERDAL

RI SPERI DONE; RI SPERDAL

Rl TONAVI R; NORVI R
Rl ZATRI PTAN BENZOATE ; MAXALT-MLT
RI ZATRI PTAN BENZOATE; MAXALT- MLT
ROFECOXIB; VIOXX

ROFECOXIB; VIOXX
ROFECOXIB; VIOXX
ROFECOXIB; VIOXX

ROSI GLI TAZONE MALEATE; AVANDI A
ROSI GLI TAZONE VALEATE; AVANDI A
RCSI GLI TAZONE MALEATE; AVANDIA
SERTRALI NE HYDROCHLORIDE; ZOLOFT
SERTRALI NE HYDROCHLORIDE; ZOLOFT
SERTRALI NE HYDROCHLORIDE; ZOLOFT
SERTRALI NE HYDROCHLORIDE; ZOLOFT
SERTRALI NE HYDROCHLORIDE; ZOLOFT
SIMVASTATIN; ZOCOR

SI WASTATI N; ZOCOR

SIMVASTATIN; ZOCOR

SIMVASTATIN; ZOCOR

SI WASTATI N; ZOCOR

SIROLIMUS; RAPAMUNE

SOVATROPI N, BIOSYNTHETIC;HUMATROPE

SOVATROPI N, BIOSYNTHETIC; HUMATROPE
SOVATROPI N, BIOSYNTHETIC;HUMATROPE

STAVUDI NE; ZERI T
STAVDI NE; ZERI T
STAVUDI NE; ZERI T
STAVUDINE; ZERIT
STAVWDI NE; ZERI T
STAVWDI NE; ZERI T

TECHNETI UM TC-99M DEPREOTIDE;NEO TECT KI T

TEMOZOLOMIDE ; TEMODAR
TEMOZOLOMIDE ; TEMODAR

TEMOZOLOMIDE ; TEMODAR

Pediatric Exclusivity

PATENT
NUMBER

5914128
5158952
4804663
4804663
5158952
5948436
5457895
5457895
5474995
5691374
5474995
5691374
5474995
5691374
5474995
5691374

4536518
4536518
4536518
4536518
4536518

4978655
4978655
4978655
4978655
4978655
4978655

5260291
5260291
5260291

1999

PATENT/PED EXCLUSE
EXPI RES

DEC 22
OCT 27,
DEC 29

DEC 29
OCT 27,
SEP 13,
OCT 01,
OCT 01,
JUN 24
NOV 25,
JUN 24,
NOV 25,
JUN 24,
NOV 25,
JUN 24,
NOV 25,

DEC 30,
DEC 30,
DEC 30,
DEC 30,
DEC 30,

JUN 24,
JUN 24,
JUN 24,
JUN 24,
JUN 24,
JUN 24,

NOV 09,
NOV 09,
NOV 09

2017
2009
2007
2007
2009
2013
2013
2013
2013
2017
2013
2017
2013
2017
2013
2017

2005
2005
2005
2005
2005

2008
2008
2008
2008
2008
2008

2010
2010
2010

CODE

U- 90
u-90
U- 90
u-90

u-94
u-94
u-94
u-94
u-94

84

EXCLUS EXCLUS

CODE

D- 37
D- 37

NCE

ODE
NCE

NCE
ODE

EXPI RES

OCT 17,
OCT 17.

MAY 20
MAY 20,
MAY 20,
MAY 20
MAY 25,
MAY 25

AUG 05,
AUG 05,
AUG 05,

AUG 05,
SEP 15,
DEC 30,
DEC 30,
DEC 30,
DEC 30,

DEC 30,

AUG 03,
AUG 11,
AUG 11,
AUG 11,
AUG 11,
AUG 11,
AUG 11,

2000
2000

2004
2004
2004
2004

2004
2004
2004

2002
2002
2002
2002
2002
2004
1999
2003
1999
2003
1999
2003

2004
2004
2006
2004
2006
2004
2006



>ADD>
>ADD >
>ADD>

>ADD>
>ADD>

>ADD>
>ADD>
>ADD>
>ADD>
>ADD>

APPL/PROD

NUMBER

021029
074823
074823
074823
074823
020539
020749
020980
020846
019762
019762
020646

020707
020912

020913

020505
020505
020505
020505
020505
020505
020844
020844
020844
020671
020719
020719
020719

020720
020720

004
001
002
003
004
001
001
001
001
001
002
005

001
001

001

001
002
003
004
005
006
001
002
003
001
001
002
003

001
002

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1

DOCKET NUMBER *958-0117

*PED and PED represent

| NGREDI ENT NAME; TRADE NAME

TEMOZOLOMIDE ; TEMODAR

TERAZCS| N HYDROCHLORIDE ; TERAZOSIN
TERAZOSI N HYDROCHLORIDE; TERAZOSIN
TERAZCOSI N HYDROCHLORIDE; TERAZOSIN
TERAZCS| N HYDROCHLORIDE ; TERAZOSIN
TERBI NAFI NE HYDROCHLORI DE; LAM SI L
TERBI NAFI NE HYDROCHLORIDE; LAMISIL
TERBI NAFI NE HYDROCHLORI DE; LAM SI L
TERBI NAFI NE; LAM SI L
TESTOSTERONE ; TESTODERM
TESTOSTERONE ; TESTODERM

TI AGABI NE HYDROCHLORIDE; GABITRIL

TI LUDRONATE DISODIUM;SKELID
TI ROFI BAN HYDROCHLORIDE ; AGGRASTAT

TI ROFI BAN HYDROCHLORIDE ; AGGRASTAT

TOPIRAMATE ; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE ; TOPAMAX
TOPIRAMATE; TOPAMAX
TOPIRAMATE ; TOPAMAX SPRI NKLE
TOPIRAMATE; TOPAMAX SPRI NKLE
TOPIRAMATE; TOPAMAX SPRI NKLE
TOPOTECAN  HYDROCHLORI DE; HYCAMTI N
TROGLITAZONE; PRELAY
TROGLITAZONE; PRELAY
TROGLITAZONE; PRELAY

TROGLITAZONE; REZULIN
TROGLI TAZONE; REZULI N

Pediatric Exclusivity

PATENT
NUVBER

5260291

4680291

4680291
4755534

5840327
5840327
5010090
5354760
4876248
5965581
5972967
5292756
5880136
5965581
5972967
5292756
5880136

1999

PATENT/PED EXCL USE
CODE

EXPI RES

NOV 09, 2010

JUL 14, 2004

JUL 14, 2004
DEC 30, 2006

AUG 15, 2016
AUG 15, 2016
OCT 07, 2008
MAR 24, 2012
JAN 30, 2010
OCT 23, 2016
OCT 23, 2016
MAY 14, 2012
SEP 27, 2010
OCT 23, 2016
OCT 23, 2016
MAY 14, 2012
SEP 27, 2010

U- 281
NCE
U- 73 NCE
u-73
NP
NCE

NCE

U-230
U- 254

U-230
U- 254
| -266
|-274
| -266
|-274
| -266
|-274
|-274
| -266
|-274
| -266
|-274
| -266
|-274
| -266
|-274
| -266
| -274
| -266
| -256
|-275
|-275
|-275
|-276
|-276

85

EXCLUS EXCLUS
CODE

EXPI RES
AUG 11, 2004
AUG 11, 2006
FEB FEB 06, 06, 200D 000
FEB 09, 2000
FEB 09, 2000
DEC 30, 1999
DEC 30, 1999
APR 29, 2001
DEC 30, 1999
SEP 30, 2002
JuL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
OCT 01, 2002
JUL 23, 2002
NOV 30, 2001
JUN 16, 2002
JUN 16 2002
JUN 16, 2002
JUN 16, 2002
JUN 16, 2002



86

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 1, 1999
DOCKET NUMBER *958-0117
*PED and PED represent Pediatric Exclusivity

APPL/PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/PED EXCLUSE  EXCLUS EXCLUS
NUMBER NUVBER EXPI RES CODE  CODE EXPIRES
>ADD> 020720 003 TROGLI TAZONE; REZULI N I-276 JUN 16, 2002
020759 001 TROVAFLOXACI N MESYLATE; TROVAN 5164402 NOvV 17, 2009 U-282
5763454 JUN 15, 2015 U- 282
020759 002 TROVAFLOXACI N MESYLATE; TROVAN 5164402 NOvV 17, 2009 U- 282
5763454 JUN 15, 2015 U- 282
020900 001 UREA, C-13;PYLORI-CHEK BREATH TEST NCE SEP 17, 2001
020699 001 VENLAFAXI NE HYDROCHLORIDE; EFFEXOR XR I-251 MAR 11, 2002
020699 002 VENLAFAXI NE HYDROCHLORIDE; EFFEXOR XR I-251 MAR 11, 2002
020699 003 VENLAFAXI NE HYDROCHLORIDE; EFFEXOR XR I-251 MAR 11, 2002
020699 004 VENLAFAXI NE HYDROCHLORIDE; EFFEXOR XR I-251 MAR 11, 2002
019614 004 VERAPAM L HYDROCHLORIDE; VERELAN 4863742 JUN 19, 2007
020943 001 VERAPAM L HYDROCHLORI DE; VERELAN PM 4863742 JUN 19, 2007
020943 002 VERAPAM L HYDROCHLORI DE; VERELAN PM 4863742 JUN 19, 2007 %
020943 003 VERAPAM L HYDROCHLORI DE; VERELAN PM 4863742 JUN 19, 2007 i
020547 001 ZAFIRLUKAST;ACCOLATE 1-268 SEP 17, 2002 e
020859 001 ZALEPLON; SONATA 4626538 JUN 23, 2003 NCE AUG 13, 2004 3
020859 002 ZALEPLON; SONATA 4626538 JUN 23, 2003 NCE AUG 13, 2004 2
021036 001 ZANAMIVIR; RELENZA D379506 MAY 27, 2011 NCE JUL 26, 2004 5
4778054 OCT 18, 2005 f
4811731 JUL 29, 2006 B
5035237 JUL 30, 2008
5360817 NOvV 01, 2011
5648379 JUL 15, 2014 U-274

4627432 DEC 09, 2003




